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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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DETAILED ACTION 



Claim Rejections - 35 USC § 101 

Claim 10 is rejected under 35 U.S.C. 101 because tine claimed invention is not 
supported by either a specific and substantial asserted utility or a well established utility. 
The claimed recitation of a use, without setting forth any steps involved in the process, 
results in an improper definition of a process, i.e. results in a claim which is not a proper 
process under 35 U.S.C. 101 . See for example Ex parte Dunki, 153 USPQ 678 
(Bd.App. 1967) and Clinical Products, Ltd. V. Brenner, 255 F. Supp. 131, 149 USPQ 
475 (D.D.C. 1966). 



Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 

art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 10 is also rejected under 35 U.S.C. 112, first paragraph. Specifically, since 
the claimed invention is not supported by either a specific and substantial asserted 
utility or a well established utility for the reasons set forth above, one skilled in the art 
clearly would not know how to use the claimed invention. There are no active steps in 
the claim, therefore it is unclear whether the claim is drawn to a method of 
manufacturing a contrast agent by a specific process, or a method of magnetic 
resonance imaging. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth In section 102 of this title, If the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
Invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ardenkjaer-Larsen etal. (US 6,466,814). 

Ardenkjaer-Larsen discloses hyperpolarization of a nuclei effected by a 
hyperpolarizable gas, such as by (a) hyperpolahzing a hyperpolarizable gas before, 
during or after introducing a high Ti agent thereto whereby to cause nuclear polarization 
of said high T1 agent; and b) dissolving in a physiologically tolerable solvent said high 
Ti agent (column 19, lines 1-12). Physiologically tolerable solvent includes 
perfluorocarbon (column 3, line 8). Hyperpolarizable gas is preferably ^^^Xe (column 
19, line 28). It can be produced by irradiating agent e.g. with an electron spin 
resonance transition stimulating radiation (e.g. microwave radiation). For example. 
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hyperpolarization of xenon can be accomplished by irradiating a polarizing agent 
whereby to cause dynamic nuclear polarization; polarizing agents include nitroxide, 
trityl, etcl (radicals) (column 19, lines 63 - column 20, line 9). Hyperpolarization could 
be done in either liquid or solid form, the radical could be added in pure form or bound 
to a matrix. After irradiation, heating of the sample could release hyperpolarized gas 
and a new batch of xenon could be condensed and irradiated (column 20, lines 10-30). 

While Ardenkjaer-Larsen discloses a) hyperpolarising a hyperpolarisable gas 
before, during or after introducing a high Ti agent thereto and b) dissolving in a 
physiologically tolerable solvent (e.g. perfluorocarbon) said high Ti agent, rather than 
introduction of solvent prior to hyperpolarization of the hyperpolarisable gas, it would 
have been obvious to one of ordinary skill in the art at the time of the invention to modify 
the order of addition of solvent in the process of Ardenkjaer-Larsen. See MPEP 
2144.04 IV.C. Ex parte Rubin, 128 USPQ 440 (Bd. App. 1959) (Prior art reference 
disclosing a process of making a laminated sheet wherein a base sheet is first coated 
with a metallic film and thereafter impregnated with a thermosetting material was held to 
render prima facie obvious claims directed to a process of making a laminated sheet by 
reversing the order of the prior art process steps.). See also In re Burhans, 1 54 F.2d 
690, 69 USPQ 330 (CCPA 1946) (selection of any order of performing process steps is 
prima facie obvious in the absence of new or unexpected results); In re Gibson, 39 F.2d 
975, 5 USPQ 230 (CCPA 1930) (Selection of any order of mixing ingredients is prima 
facie obvious.). It is further noted that the presence of Ti agent in the process is not 
excluded by the instant claims. 
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Conclusion 

No claims are allowed at this time. 

Any Inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leah Schlientz whose telephone number is (571)272- 
9928. The examiner can normally be reached on Monday - Friday 8 AM - 5 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on 571-272-0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 
LHS 



